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DETAILED ACTION 



1 . This office action is in response to the amendment filed on 1 1/13/2006. The 
amendment is entered. The amendments to claims 24-28, 31 , 35 and 36; the addition 
of new claims 63-75; and the cancellation of claims 3-15, 18-23, 37, 38, 40-42, 45-47 
and 55-62. Currently, claims 24-36, 48-54 and 63-75 are pending. Upon further 
consideration, new rejections are set forth below. 

Claim Objections 

2. Claim 74 is objected to because of the following informalities: 

a. At claim 74, "said at least one selected electrode" appears to be 
inconsistent with the language of claim 69 wherein at least one electrode is 
determined. 

b. At claims 34, 53, 68 and 74, it is unclear how electrodes can have more 
energy at low frequencies. It appears that this limitation should be directed to the 
signals detected by the electrodes. 

Appropriate correction is required. 

Claim Rejections - 35 USC §112 

3. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 



Application/Control Number: 10/075,217 Page 3 

Art Unit: 3736 

4. Claims 24-36 are rejected under 35 U.S.C. 1 12, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

5. At claim 24, step (e) is recited as part of the nerve conduction studies and 
provides an additional step of "performing said nerve conduction studies". However, 
since step (e) is part of the nerve conduction studies, the claim language appears to 
define a recursive loop wherein each time the method arrives at step (e), the method 
continues by returning to step (b). It is unclear how such a recursive method would be 
implemented. It appears that the claim language should be modified to clarify the 
relationship between steps (b)-(e). 

Claim Rejections - 35 USC § 103 

6. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

7. Claims 24, 26, 31 , 35, 36, 48, 54, 63, 69 and 75 are rejected under 35 U.S.C. 
103(a) as being unpatentable over Rosier (4,807,643) in view of Manoli (US 4,583,549) 
and Battmer (US 6,428,484). 

8. Rosier discloses an apparatus for assessing physiological function in an 
individual comprising: a sensor, said sensor comprising: a stimulator (10) configured to 
generated a stimulus and a detector (24) comprising a plurality of electrodes each 
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configured to detect a response signal generated in response to said stimulus. Rosier 
teaches performing nerve conduction studies (paragraph bridging columns 1 and 2) with 
at least one of the electrodes. The nerve conduction studies comprise processing and 
displaying the evoked responses. 

9. In regards to claim 26, distal latency (column 2, line 3) is measured. 

1 0. In regards to claim 31 , the detected signal inherently comprises peripheral 
evoked potentials generated by the electrical stimulation. 

11. In regards to claims 35 and 36, the detected signal over a motor point inherently 
comprises a compound muscle action potential generated by the electrical stimulation 

12. In regards to the remaining claims, the limitations are similarly met as noted 
above. 

13. However, Rosier does not expressly disclose a flexible connector that 
automatically positions the detector when the stimulator is positioned substantially 
adjacent to its anatomical site. Manoli teaches a flexible connecting means that 
automatically positions the other electrodes when one electrode is properly positioned 
for the purpose of providing an inexpensive, convenient and easy to use connector that 
ensures proper and automatic positioning of the electrodes (column 2, lines 22-29). 
Manoli uses a flexible printed circuit board comprising multiple layers of material 
including a base layer in the form of a sheet of flexible plastic material (MYLAR) and a 
layer of conductive traces; and an electrical interface (20 in figure 5). 

14: Therefore, it would have been obvious to one having ordinary skill in the art at 
the time of invention to have used a flexible circuit board as taught by Manoli to 
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automatically position the electrodes of Rosier in order to provide an inexpensive, 
convenient and easy to use connector that ensures proper and automatic positioning of 
the stimulating and detecting electrodes. 

15. Furthermore, Rosier does not expressly disclose determining at least one 
electrode detecting a response signal characteristic of a second anatomical site. 

16. Battmer teaches an electrode array and a multiplexer for the purpose of selecting 
electrodes that are best for sensing an evoked response characteristic of a nerve at a 
anatomical site (paragraph bridging columns 5 and 6). 

17. It would have been obvious to one having ordinary skill in the art at the time of 
invention to have selected at least one electrode as taught by Battmer in the method 
and apparatus of Rosier as modified by Manoli in order to select the best electrode for 
sensing an evoked response. 

18. Claims 25, 27 and 28 are rejected under 35 U.S. C. 1 03(a) as being unpatentable 
over Rosier (4,807,643) as modified by Manoli (US 4,583,549) and Battmer (US 
6,428,484), as applied to claims 24, 26, 31, 35, 36, 48, 54, 63, 69 and 75 above, and 
further in view of Applicant's admission of prior art. Rosier as modified by Manoli and 
Battmer does not expressly disclose measuring F-wave latency, sensory latency and 
sensory amplitude. However, Applicant discloses at page 13 of the specification that 
typical nerve conduction measurements include distal motor latency, sensory latency, 
and sensory amplitude. At page 25, line 21 of the specification, Applicant discloses that 
measurement of F-wave latency is also familiar to those knowledgeable in the art. 
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Therefore, it would have been obvious to one having ordinary skill in the art at the time 
of invention to have measured F-wave latency, sensory latency and sensory amplitude 
as admitted prior art by the Applicant in the method of Rosier as modified by Manoli and 
Battmer because it is well-known and routine in the art to supplement one measurement 
with other measurements to help verify and provide further insight into the results of a 
study. 

19. Claims 29, 32, 49, 50, 64, 66, 70 and 71 are rejected under 35 U.S.C. 103(a) as 
being unpatentable over Rosier (4,807,643) as modified by Manoli (US 4,583,549) and 
Battmer (US 6,428,484), as applied to claims 24, 26, 31 , 35, 36, 48, 54, 63, 69 and 75 
above, and further in view of Spitz et al. (US 5,21 5,1 00). Rosier as modified by Manoli 
and Battmer does not expressly disclose an amplitude comparison. Spitz teaches 
comparing maximal peak amplitudes for the purpose of determining if a test result is 
acceptable (column 14, lines 7-39). Therefore, it would have been obvious to one 
having ordinary skill in the art at the time of invention to have compared maximal peak 
amplitudes as taught by Spitz in the method and apparatus of Rosier as modified by 
Manoli and Battmer in order to determined if a test result is acceptable. 

20. Claims 30, 33, 34, 51-53, 65, 67, 68, and 72-74 are rejected under 35 U.S.C. 
103(a) as being unpatentable over Rosier (4,807,643) as modified by Manoli (US 
4,583,549) and Battmer (US 6,428,484), as applied to claims 24, 26, 31, 35, 36, 48, 54, 
63, 69 and 75 above, and further in view of Drongelen (US 6,224,549). Rosier as 
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modified by Manoli and Battmer does not expressly disclose that the processing 
includes a frequency spectrum comparison or discrete Fourier transform analysis. 
Drongelen teaches using an FFT for frequency spectrum comparison (column 7, lines 
46-49) for the purpose of monitoring, analyzing and displaying evoked potentials 
(abstract). Therefore, it would have been obvious to one having ordinary skill in the art 
at the time of invention to have used an FFT for spectral analysis as taught by 
Drongelen in the method and apparatus of Rosier as modified by Manoli and Battmer in 
order to monitor, analyze, and display evoked potentials. In regards to claims 34, 53, 
68 and 74, it is noted that electrodes used for obtaining evoked potentials will have 
more energy at low frequencies due to the nature of the measured signals. 

Conclusion 

21 . Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Michael Apanius whose telephone number is (571) 272- 
5537. The examiner can normally be reached on Mon-Fri 8am-4:30pm. 

22. If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Max Hindenburg can be reached on (571) 272-4726. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

23. Information regarding the status of an application may be obtained from the 
Patent Application Information Retrievaf(PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
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Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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